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AMENDMENT TO GLP TEST PROTOCOL NATS*LABS

Amendment No.: 1
Effective Date: : 10/31/12
Sponsor: Sanosil International, LLC

91 Lukens Drive, Suite A
New Castle, DE 19720

Test Facility: ' ATS Labs
1285 Corporate Center Drive, Suite 110
Eagan, MN 55121

Protocol Title: Efficacy of a Disinfectant Applied to a Room Via a Fogger or
Misting Device

ATS Labs Protocol Number: ~ SAN01101111.CUST

ATS Labs Project Number: A14152

Modifications to Protocol:

A. On the day of testing, the Sponsor requested that the HVAC vents in the ceiling be covered and
a humidifier/dehumidifier be used in the testing room to target 35-45% room humidity prior to
running each cycle.

B. On each day of testing, the Sponisor instructed the technician to startthe machine by holding
the start button in for two seconds.

C. Per Sponsor request, the protocol is being amended fo clarify the expiration dates for each lot of
test substance. The expiration date of 3/21/12 for Lot 1109C is incorrectly listed in the protocol

and it should be 3/21/2013. The expiration date for Lot 121001 is 9/1/2013 and the expiration
date for Lot 1206D is 6/30/2013.

Changes to the protocol are acceptable as noted.
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PROFPRIETARY INFORMATION

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ATS LABS NMEITHER THIS
DOCUMENT, MOR INFORMATION CONTAINED HEREIN IS TO BE REPRODUCED OR DISCLOSED TO OTHERS. IN WHOLE OR IN
PART NOR USED FOR ANY PURPOSE OTHER THAN THF PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR,
VATHOUT PRIOR WRITTEN PERMISSION OF ATS LABS,
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Efficacy of a Disinfectant Applied to a Room Via a Fogger or Misting Device

SPONSOR: Sanosil International, LLC
91 Lukens Drive, Suile A-
New Caslle, DE 1.9?20

TEST FACILITY: ATS Labs
1285 Carporate Center Drive, Suite 110
Eagan, MN 55121

PURPOSE
The purpose of this assay is to determine the efficacy of a room bio-decontamination system using a disinfectant
apelied by a fogger or misting device in a sealed large volume enclosure.

TEST SUBSTANCE CHARACTERIZATION

Test substance characlerization as lo content,. stability, etc. (40 CFR. Part 180, Subpart F [160.105]) Is the
responsibility of the Sponsor  The test substance shall be characterized by the Sponsor prior to the expenmental start
date of this study. Pertinent information, which may affect the outcome of this study, shall be communicated in writing
to the Study Direcfor upon sample submission to ATS Labs.

SCHEDULING AND DISCLAIMER OF WAB_RAN‘!Y

Experimental slart dates are génerally scheduled on a first-comeffirst-serve basis once ATS Labs receives the
Sponsor approved/compleled protocol, signed fee schedule and corresponding test substance(s). Based on all
required malenals being received al this time, the proposed experimental start date is October 15, 2012 Verbal
results may be given upon completion of the study with a written report to follow on the proposed completion date of
November 15, 2012, To expedite scheduling, please be sure all required paperwork and test substance
aocumentation is complete/accurate upon arrival at ATS Labs. :

If a test must be repeated, or a portion of it, due to failure by ATS Labs to adhere to specified procedures, i will.
be repealed free of charge. If a test must be repeated, or a portion of it, due to failure of internal controls, it will
be repeated free of charge “Methods Development” fees shall be assessed, however, if the test substance
and/or test system require modifications due to complexity and difficulty of testing.

If the Sponsor requests a repeat test, they will be charged for an additional lest.

Neither the name of ATS Labs or any of its employees are to be used in advertising or other promotion without
written consent from ATS Labs.

The Sponsor is responsible for any. rejection of the final report by the regulating agencies concerning report
formal, pagination, etc. To prevent rejection, Sponser should carefully review the ATS Labs final report and notify
ATS Labs of any perceived deficiencies in these areas before submission of the report to the regulatory agency
ATS Labs will make reasonable changes deemed necessary by the Sponsor, without altering the technical data

JUSTIFICATION FOR SELECTION OF THE TEST SYSTEM

Regulatory agencies require that specific sporicidal disinfection claims for a disinfectant product and
bio-decontamination system intended for use an hard surfaces be supported by appropriale scientific data
demonstrating the efficacy of the product and delivery system against the claimed lest organism. The US EPA
typically requires the testing of 3 independent lots .of test substance, one of which must be 260 days old at the time of
test. 1o subslantiale efficacy claims. Tesling is accomplished in the laboralory by treating the lest organism with the
test substance under condilions which simulate as closely as possible the actual conditions under which the test
substance is designed to be used. The experimental design in this protocol meels these requirements. However, this
protocol has not been reviewed by regulatory agencies for registration compliance. Acceptance of this protocol by a
regulatory agency is the responsibility of the Sponsar.

. Proprivtary Information - :
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TEST PRINCIPLE

Inoculated carners and appropriate chemical indicators (Cls), if applicable, are randomly placed within the sealed
roem  The inoculated carriers and Cls will be exposed to the test substance for a specified exposure lime. After
exposure, the camers are transferred to vessels containing neutralizing subculture media and assayed for
survivors. The Cls, if used, will be visually examined and observalions will be recorded. Appropriate
culture purity, wiability, organic seil sterility, neutralizing subculture medium sterllity, carner population, HC
resistance, and neutralization confirmation controls will be performed. '

TEST METHOD

Table 1:

L Test Organism ATCC# Growth Medium Incubation Parameters
i Clostridium difficile - spore form 43598 2 ‘"}';?;’;’;faifgd Agar 35-37°C, anaerobic

The test organism to be used in this study was obtained from the American Type Culture Collection (ATCC),
Manassas, VA

Preparation of Room Enclosure A
The test room enclosure with dimensions 18'8.5" x 16'8" x 119", totaling approximately 3663.7 feet” or 104 m® will
be used for testing. The room will be prepared by removing any dirt and waste substances visible to the naked
eye, as applicable. This may involve sweeping and mopping the floor and washing down any visibly dirty
surfaces. In addition, all porous surfaces including: fabrics, curtains, etc will be removed from the room. Shelves
or other suitable means of supporting the test carriers and Cls will be positioned within the room

The room enclosure will be sealed prior to testing in order to isolate the space in which the test substance will be
applied At a minimum this will include sealing the door exiting the room by any appropriate means. The HVAC
venls in the ceiling of the test raom may be covered, by Sponsor request. ATS Lab's standard HVAC system
supplemented with a humidifier/dehumidifier may be used to reach the environmental conditions requested by the
Spensor prior to and during tegﬁng. In addition, supplemental fans may be used to assist with distribution of the
test substance at lhe Sponsor's request.”

Carriers :
Brushed stainless steel disk carriers (diameter =1 cm. thickness =0.7 mm} will be used in this test New stainless
- steel disk carners will be soaked in a 1-5% solution of Triton X-100 for a minimum of one hour. The carriers will
then be horoughly rinsed at least 4 limes in deionized water or until all soapy residue is gone. The carriers will
then be soaked in 1.0 N NaOH for at least two hours to remove any residual soil. They will be rinsed until the
rinse water Is neutral to phenolphthalein then rinsed an additional two times in deionized water Al disks will be
checked for pitting, rust or other defects prior to sterilization, All disks with defects will be discarded. Cleaned
cammiers will be placed into a sterile vessel then autoclave sterilized. Sterile stainless steel disks will be transferred
io individual sterile Petri dishes matted with filter paper

The minimum number of test carriers needed will be determined by the aquation below
Number of Test carners = [(m®-10) /2] + 15
Where m’ = the volume of the room enclosure in cubic meters

When using the test room with dimensions of 18'8.5" x 16'8" x 11'9", a minimum of 2 tes! carriers per organism
will be used o substaniiate disinfectant claims. An alternate number of carriers may be ulilized al the Sponser's
request

Chemical Indicators
Chemical indicators (Cls) in the form of test strips appropriate for the active ingredient may be supplied by the
Spansor. If they are used, they will be placed in the same locations as the test camers. Color changes demonstrated
by the Cis will be recorded following the completion of the tesl cycle. The use of Cls is strictly to verify the distributian
of the test substance throughout the testing enclosure They will not be used to provide 2 quantitative measure-of re<t
substance cancentration ° .
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Preparation of Test Organism . A

From a stock source (for example, a stock plate), inoculate sufficient 10 mL tubes of BHI broth with the test organism.
Incubate the broth lubes for 2-5 days at 35-37°C under anaerobic conditions. Following incubation, vortex-mix the
Broth culture and inoculate sufficient CDC Anaerobic Blood agar (or equivalent) plates with 500 pL of broth culture per
plate. Spread the inoculum over plates. Incubate the inoculated plates for 7-10 days at 35-37°C under anaerobic
conditions. Following incubation, harvest the growth from the plates by adding 3 mL of sterile deionized water to each
plate and gently scraping with a sterile cell scraper. Remove the liquid from each plate and transfer to a sterile
vessel. Centrifuge-concentrale the suspension at 3400-3800 RPM for 2 20 minutes and concentrate the pellet in
sterile deionized water. (An 8X concentration is recommended. Alternate concentrations may be used where
appropriate.) Centrifuge-concentrate the suspension a second time at 3400-3800 RPM for 25 minutes. Remove
the supernatant and resuspend the pellel in sterile deionized water (approximately equivalent to the volume of
supernatant removed). Cenlrifuge concentrate the suspension at 3400-3800 RPM for 25 minutes a third time.
Remove the supernatant and resuspend the pellet in sterile deionized water (approximately equivalent to the
volume of supernatant removed). Macerate the culture to uniformity. The culture may be stored at 2-8°C for up
to 6 months

Prior to use in lesting, heat an aliquot of working spore suspension for 10:1 minutes at approximately 65+2°C.
Allow the suspension to cool to room temperature. The aliquot is then purified using a HistoDenz solution. Five
(50) mL of 50% (wiv) HistoDenz in sterile deionized water Is transferred to a sufficient number of 15 mL conical
tubes.  To each lube, approximately 1 mL of previously prepared spore suspension is pipetted to the lop of
HistoDenz solution  Cenlrifuge the tubes at approximately 2000 x g for approximately 20 minutes using a
swinging bucket rotor, Following centrifugation, the top three layers (upper clear layer, dense second layer, and
third clear layer) from each tube is- removed by pipet and discarded. The fourth, mostly pelleted layer, is
combined (as applicable) then resuspended by vortex mixing. One (1) mL volumes are transferred to
microcentrifuge lubes. The microfuge tubes are centrifuged for approximately 5 minutes at approximately
16.000 x g. The supernatant is then discarded and the remaining pellet is resuspended in 1-1 5 mL of cold PBS
+0.1% Tween 80 (ST80). The resuspended material is centrifuged for approximately 2 minutes at approximately
16.000 x g The supernatant is again discarded and the remaining pellet is resuspended in 1-1.5 mL of cold PBS
+0 1% Tween 80 (ST80). This step is repeated 2 more times for a total of three washes. Following the last wash,
the supernatant is discarded and the -pellet is resuspended in “an appropriate volume of diluent 16 targel
approximately 2 x 10" spores/mL.

The spore suspension will be appropriately. examined for quality by any suitable metheds (examples: staining or
phase contrast microscopy) and shall demonstrate a minimum 95% spore to vegetative cell ratio

A standard organic soil load may be added to the test organism suspension at the Sponsor's requesl. Allernate
solls may be used at the request of the Sponsor. If the standard soil load is requested, the soil load mixture will
consist of tryptone. bovine serum albumin, and bovine mucin. For example, when preparing a 500 uL inoculum
add 25 pL of 5% bovine serum albumin and 100 uL 0.4% mucin and 35 L 5% tryptone to 340 pl test organism
suspension. Equivalent dilutions may be made.

Contamination of Carriers

The carriers will each be inoculated with.0.01 mL (10 pL) of a prepared suspension using a calibrated pipettor,
uniformly spreading the suspension over the tesl surface. The dish will be covered immediately and the
procedure repeated until all carriers haye been inoculated. The contaminated cariers will be placed in a desiccator
containing active desiccant, A vacuum will be drawn and the carriers will be dried for a minimum of 2 hours under
ambient conditions. Carriers may be held in the desiccator containing active desiccant <30 days. The actual
drying and/or storage time will be clearly documented

Carrier Placement in the Room Enclosure
Inoculated and dried test carners and Cls (if applicable) will be placed within the rcom to include at a minimum:

All corners of the room

Central locations on all wall faces

Central locations on the floor

Multiple locations and heights within the enclosed space

L3 b —
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Carriers will be placed in near vertical and horizontal positions throughout the room. Cls, if used, will be placed in a
paired fashion with an inoculated test camier. The approximate locations of test carriers, Cls (if applicable), vents,

doors, application equipment, and fans (if used) will be documented. See protocol attachment for positioning
diagram ’

Test Substance and Equipment Preparation

The test substance(s) to be assayed will be used as directed by the Sponsor. If a dilution of the {est substance is
requested by he Sponsor, the test substance(s) will be diluted by ATS Labs and will be applied within three hours
of dilution  The appropriate test substance volume will be added to the Sponsor provided application equipment and
will be activated per Sponsor's instruction. Altemately, the Sponsor or Spansor Representative may be present on
the day of testing to prepare and activate the application equipment

Exposure Conditions

Once each of the inoculated carriers is positioned and the required environmental conditions have been achiaved,
the lid of each Petri dish containing the inoculated carrier will be removed. The application unit will be activated the
technician will immediately exit the room, and the room will be sealed. The total time from activation to the completion
of cycle will be documented and reported. The room exhaust will be verified to be off, unless otherwise directad by
the Sponsor 8

Following the completion of the test cycle; the room may be aerated as indicated by the Sponsor in order to assure
the technicians may safely enter the room. If an aeration step is required, the total aeration time will be recorded and
reported

Test System Recovery

After exposure 1o the test substance, the treated test carriers will be individually transferred using sterile forceps
to 10 mL aliquots of neutralizing subculture medium (representing the 10° dilution). The vessel containing the
carrier will be sonicated for 5 minutes. Carriers may be scraped with a sterile device if inoculum is still visible on
the surface -after sonication. Following sonication, each carrier will be vortex mixed for approximately
4560 seconds. The entire contents will bé filtered by transferring the liquid from each vessel onto the surface of a
filter membrane and evacuating the contents. Ten (10) mL of sterile saline will be added to the vessel containing the -
carrier and it will be vortex mixed. The rinse solution will be filtered using the same filter membrane as tha 10°
dilution . This rinse step will be repeated for a total of 3 rinses. Upon completion of the rinses, each filter membrane
will be aseplically removed from the filter unit and placed onto the surface of an agar plate appropriate for the
recovery of the test organism.

If Cls are used, they will be obsérved for color change and the results will be recorded.

Incubation and Observation
Subcultures will be incubated anaerobically at 35-37°C for 484 hours. If necessary, the subcultures may be stored
at 2-8°C for up to three days pnor to examination.

Upon completion of incubation the number of survivors will be enumerated. Representative subcultures showing
growth may be subcultured, stained and/or biochemically assayed to confirm or rule out the presence of the test
organism

STUDY CONTROLS

Purity Cantrol _

A “slreak plate forisolation” will be performed on the organism culture and following incubation examined in order
to confirm the presence of a pure culture. The acceptance criterion for this study control is growth of a pure
culture demonstrating colony morphology typical of the test crganism

Organic Soil Sterility Control 3

If applicable. the serum used for soil load will be cultured, incubated, and visually examined for lack of growth. Tne
acceptance criterion for this study control is lack of growth

- Proprietary Infarmation
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Carrier Sterility Control
A representative uninoculated carrier will be added fo the neutralizing subculture medium. A 1 mL aliquot of the

suspension will be plated on appropriate.agar, incubated, and visually examined for growth. The acceptance criterion
for this study control is lack of growth,

Neutralizing Subculture Medium Sterility Control
A1 mL aliquot of the uninoculated neutralizing subculture medium will be plated on appropriate agar, incubated. and
visually examined for growth. The acceptance criterion for this study control is lack of growth

Viability Control
A representative inoculated carrier will be added to the subculture medium. A 0.1 mL aliquot of the suspension will be

plated an appropriate agar, incubated, and visually examined for growth. The acceplance criterion for this study
control 1s growth,

Carrier Population Control
This conlrol will be performed after the test exposure using inoculated carriers that were placed within a sealed
container and held in the test room during the test substance application.

A minimum of three inoculated carriers for each inoculation/organism carrier sel will be individually assayed. Each
inoculated carrier will be subcultured into appropriate vessels containing 10 mL of neutralizing broth. The vessels
will be sonicated and vortex mixed as in the test. Appropriate serial ten-fold dilutions will be prepared and duplicate
01 mL aliquots spread plated on agar plate medium, and incubated. Following incubation, the resulting colonies

will be enumerated and the CFU per carrier calculated. The individual CFU per carrier results will be calculated, -

and the Log,, value of each carrier determined.- The acceptance eriterion for this control is a minimum geometric
mean value of 21 x 10° CFU/carrier (6.0 Logyo)

Neutralization Confirmation Control

The neutralization of the test substance will be confirmed by treating uninoculated carriers in the test room in
parallel with the test. Upon completion of the trealment cycle, each carrier will be added to 10 mL of neutralizer
(25 1n the test procedure). The contents will then be filtered and rinsed as in the test procedure into a filter unit

The fiker will be inoculated with s500 CFU of test organism, evacuated, and plated. The same aliquot(s) of the test °

organism will be filter plated as a numbers control. This control may be performed using multiple dilutions of the
test organism The plates will be incubated with the test.

The acceptance criterion for this study control requires the neutralization control and corresponding population
control results o be within £1.0 Log.- The control result will be reported using data from the most appropriate
dilutien = .

HCI Resistance Control

Four inoculated and dried carriers will be added to individual vessels containing 10 mL of 2.5N HCI. After
2 minutes, 5 minutes, 10 minutes and 20 minutes, each carrier will be transferred lo 10 mL of Modified Fluid
Thioglycallate medium and mixed: A 0.1 mL aliquot will be plated from each neutralized tube and the plates will
be incubated with the test The acceptance criterion for this study contral is growth after at least 2 minutes of
exposure

PROCEDURE FOR IDENTIFICATION OF THE TEST SYSTEM

ATS Labs mainlains Standard Operating Procedures (SOPs) relative to efficacy testing siudies. Efficacy testing is
performed in strict adherence to these SOPs which have been constructed to cover all aspects of the work including,
bur not imited to, receipt, log-in, and tracking of biological reagents including test organism strains for purposes of
identification. receipt and use of chemical reagents. These procedures are designed to document each step of
efficacy testing studies. Appropriate references to medium, batch number, etc. are documented in the raw data
collected dunng the course of each sludy.

Additionally, each efficacy lest 1s assigned a unique Project Number when the protocol for the study is initiated by the
Study Director  This number is used for identification of the test subcultures, etc. during the course of the test, Test
subcullures are also labeled with -reference to the test orgamism, experimental start date, and test
product  Microscopic and/or macroscopic evaluations of positive subcultures are performed in order to confirm the
identity of the test organism  These measures are designed to document the identity of the test system

- Proprietary Informalion
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STUDY ACCEPTANCE CRITERIA

Test Substance Performance Criteria

he US EPA efficacy performance requirements for label claims require that the tesl substance demonsirate a

minimum of a 6 Logs, or 99 9999% reduction in numbers of the test organism as compared to the carrier population
control i

Control Acceptance Criteria

The study controls must perform according to the criteria detailed in the study controls description section. If any of
the control acceplance criteria are not met, the test may be repeated under the current protocol number,

METHOD FOR CONTROL OF BIAS: N/A

REPORT

The report will include, but not be limited to, identification of the sample, date received, iniliation and completion
dates, identification of the organism strains used, description of media and reagents, description of the methods
employed, tabulated results and conclusion as it relates to the purpose of the test, and all other items required by
40 CFR Part 160 185

PROTOCOL CHANGES

If it becomes necessary to make changes in the approved protacol, he revision and reasons for changes will be
documented, reported to the Sponsor and will become a part of the permanent file for that study. Similarly, the
Sponsor will be notified as soon as possible whenever an event occurs that may have an effect on the validity of
the study Standard operating procedures used in this study will be the correct effective revision at the time of the
work  Any minor changes lo SOPs (for this study) or methods used will be documented in the raw data and
approved by the Study Director

TEST SUBSTANCE RETENTION . o .
Itis the responsibility of the Sponsor to retain a sample of the test substance. All unused test substance will
be discarded following study compfgﬁon unless otherwise indicated by Sponsor.

RECORD RETENTION

Study Specific Documents

All of the onginal raw data developed exclusively for this study shall be archived at ATS Labs. These onginal data
inciude, but are not imited lo the following:

1. All handwritten raw data for control and test substances including, but not limited to, notebooks, data
forms and calculations.

2 Any protocol amendments/deviation notifications.

3. All measured data used in formulating the final report

4 Memoranda, specifications. and other study specific correspondence relating to interpretation, and

evaluation of data. other than those documents contained in the final study report.

Original signed protocol.

Cerlified copy of final study report

Study-specific SOP deviations made dunng the study.

~ & n
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Facility Specific Documents

The following records shall also be archived at ATS Labs. These documents include, but are not limited to, the
follawing:

1. 50Rs which pertain to the study conducted.

2 Non sludy-specific SOP deviations made during the course of this study which may affecl the results
obtained during this study,

3 Methods which were used or referenced in the study conducted

4. QA reports for each QA inspection with comments.

5 Facility Records Temperature Logs (ambient, incubator, etc), Instrument Logs. Calibration and

Maintenance Records.
6 Current curriculum vilae, training records, and job descriptions for all personnel involved in the study
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Performance Test Guidelines, OCSPP 810.2100: Sterilants - Efficacy Data Recommendations, March 12
2012

US Envirenmental Prolection Agency, Office of Chemical Safety and Pollution Prevention, Product
Performance Test Guidelines, OCSPP B10.2200° Disinfectants for Use on Hard Surfaces- Efficacy Data
Recommendations, March 12, 2012.
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DATA ANALYSIS

Calculations
Number of Organisms Surviving per Carrier
CFUicarrier = (average number colonies/plate @ dilution) x (dilution faclor) x (volume neutralized solution)
(number of carriers tested) x (volume filtered or plated)

The carrier population will be calculated and reported using data from the most appropnale dilution(s),

Geometric Mean of Number of Organisms Surviving on the Test or Control Carriers

—&stor tontrol Carriers
Geometric Mean = Antilog of LogjoXs + LogyoX; + .. LogygXy
N

where X equals CFU/carrier and N equals the number of replicates tested

Percent Reduction =[(a-b)/a] x 100

Where: a = geometric mean of the number of organisms surviving on the inoculated control carriers.
b = geomeltric mean of the number of arganisms surviving on the test carriers

Log Reduction = Logy (a) - Logsg (b)

Where: a = geometric mean of the number of organisms surviving on the inoculated control camers
b = geometric mean of the number of organisms surviving on the test carriers.

Spore Purity = 100% x A
. A+B

Where ~ A = mean spore count
B = mean vegetative count

Statistical Analysis:
None used

~ Propeetary information - o
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STUDY INFORMATION
(All sections must be completed prior to submilting protocol)

Tesl Substance (Name & Batch Numbers, including 260 day old batch - exactly as it should appear on final report):
bawess | Sole Lot# 2T eat s 10D . |log C

Specify 260 day old batch: __[} 9 C Expiration Date:__ 3 /2 {12
Product Description: .
U Quaternary ammonia 0 Peracetic acid 0 Sodium hypochiorite
0 ledophor X Peroxide Bother___ S lvev
Test Substance Active Concentration (upon submission to ATS Labs): H\l b ogen Pere ride in 9‘.?5-%) gspp=
g S luer
Neutralization/Subculture Broth: utralizer n Broth + 0. L in + 0.5% Tween 80 + 0. alalas ‘
Recovery Agar CCFA-HT Aqar

O ATS Labs' Discretion. By checking, the Sponsor authorizes ATS Labs, at
their discretion, to perform neutralization confirmation assays at the
Sponsor's expense prior to lesling to determine the most appropriate
_neutralizer. (See Fee Schedule).
Storage Conditions:
Room Temperature
0 2-8c
U Other

Hazards:
1 None known Use Standard Precautions
H-Material Safety Data Sheet, Attached for each product
1 As Follows:

Product Preparation
1 No dilution required. Use as received (RTU)
O “*Dilution(s) to be tested: .
definedas __. +
(example: 1 oz/gallon) (amount of test substance) {amount aof diluent)
U Deionized Water (Filter or Autoclave Sterilized)
O Tap Water (Filter or Autoclave Sterilized)
O AOAC Syntheuc Hard Water: > PP\
O Other
“Note: An equivalent dilution may be made unless otherwise requested by the Sponsor.

Test Organism: [ Clostridium difficile - (spore form) (ATCC 43598)

Carrier Number: 62 per lot Chemical Indicators Supplied: © Yes U No
Name of Chemical Indicator: Sanosil H,0, Strp Tests

. ¢ 9
ase veler P Eger wouual

&
Equipment Operational Instructions: \7\-»
p - i Vi T

Cycle Time: =140 minutes (estimated time from activation 1o 1 ppm Hi0- in the test room_Actual carner subeulture tme will be
reparted)

Environmental Exposure Temperature Range: Ambuent

QOrganic Soil Load: )
U Minimum 5% Organic Soil Load (Fetal Bovine Serum)
. No Organic Soil Load Required
U Other __Example soil listed in protocol. {(BSA, mucin, and tryptone)

= Progemstary informaion -
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TEST SUBSTANCE SHIPMENT STATUS

[ Has been used in one or more previous studies at ATS Labs .
] Has been shipped to ATS Labs (but has not been used in a previous study).

Date shipped to ATS Labs: Sent via overnight delivery? O Yes O No
B Will be shipped to ATS Labs.
Date of expecled receipt at ATS Labs: !4//2/2‘7 2

X Sender (if other than Sponsor) CRSE LABS . \N\A{ppqq‘y.) NI
f \I} =

COMPLIANCE

Study to be performed under EPA Good Laboralory Practice regulations (40 CFR Part 160) and in accordance to
standard operating procedures

¥ Yes

- No (Non-GLP Study)

PROTOCOL MODIFICATIONS

v}
A Approved without modification o
M Approved with modification - Supplemental Information Form Attached - MYes O No

QDilpdited : - ; : : haeat._#5s 10-1

APPROVAL SIGNATURES

SPONSOR:

NAME. _ David Lach /’//ﬁ - ‘//A? - TITLE: ;Qegulatory Scientist
“sionature_ ”/M pare__ /0 //5/20/;\
PHONE 3;02-4543102 FAX 302-454-8009 EMAIL: dlach@sa.anosi!global.com .

For confidentiality purposes, study information will be released only to the Sponsor/Representative signing
the protocol (above) unless other individuals are specifically authorized in writing to receive study infarmation.

Other individuals authorized to receive information regarding this study: 0O See Attached

ATS Labs:

NAME _ Jﬁ#flﬂm 4&”1{»

Study Director

sicnature e ﬂé_éﬂ% oate __(0-1T-1X

Study Director

— Proprietary information —
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Attachment To ATS Labs Protocol - SAN01101111.CUST

Carrier Placement Diagram

Carriers will be placed on the horizontal lines throughout the rcom. Horizontal lines near the floor represent
herizontal carrier placement on the floor. Elevated lines in the upper corners and center wall faces will contain
Petrl dishes randomly placed in flat or near vertical positions. The application system and any needed °
accessories (humidifier. fans. etc.) are not included in the diagram at this time. They will be included in the
location diagram included in the final report.

— Propawlary Inforeaton
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